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light source) used for medical purposes 
include the following: 

(1) Phase contrast microscopes, 
which permit visualization of 
unstained preparations by altering the 
phase relationship of light that passes 
around the object and through the ob-
ject. 

(2) Fluorescense microscopes, which 
permit examination of specimens 
stained with fluorochromes that fluo-
resce under ultraviolet light. 

(3) Inverted stage microscopes, which 
permit examination of tissue cultures 
or other biological specimens con-
tained in bottles or tubes with the 
light source mounted above the speci-
men. 

(b) Classification. Class I (general con-
trols). These devices are exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to the limitations in § 864.9. If 
the device is not labeled or otherwise 
represented as sterile, it is exempt 
from the current good manufacturing 
practice regulations in part 820 of this 
chapter, with the exception of § 820.180, 
with respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

[45 FR 60590, Sept. 12, 1980, as amended at 54 
FR 25044, June 12, 1989; 66 FR 38789, July 25, 
2001] 

§ 864.3800 Automated slide stainer. 
(a) Identification. An automated slide 

stainer is a device used to stain his-
tology, cytology, and hematology 
slides for diagnosis. 

(b) Classification. Class I (general con-
trols). This device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 864.9. 

[45 FR 60591, Sept. 12, 1980, as amended at 54 
FR 25044, June 12, 1989; 66 FR 38789, July 25, 
2001] 

§ 864.3875 Automated tissue processor. 
(a) Identification. An automated tis-

sue processor is an automated system 
used to process tissue specimens for ex-
amination through fixation, dehydra-
tion, and infiltration. 

(b) Classification. Class I (general con-
trols). This device is exempt from the 
premarket notification procedures in 

subpart E of part 807 of this chapter 
subject to the limitations in § 864.9. 

[45 FR 60591, Sept. 12, 1980, as amended at 54 
FR 25045, June 12, 1989; 66 FR 38789, July 25, 
2001] 

Subpart E—Specimen Preparation 
Reagents 

§ 864.4010 General purpose reagent. 

(a) A general purpose reagent is a 
chemical reagent that has general lab-
oratory application, that is used to col-
lect, prepare, and examine specimens 
from the human body for diagnostic 
purposes, and that is not labeled or 
otherwise intended for a specific diag-
nostic application. It may be either an 
individual substance, or multiple sub-
stances reformulated, which, when 
combined with or used in conjunction 
with an appropriate analyte specific re-
agent (ASR) and other general purpose 
reagents, is part of a diagnostic test 
procedure or system constituting a fin-
ished in vitro diagnostic (IVD) test. 
General purpose reagents are appro-
priate for combining with one or more 
than one ASR in producing such sys-
tems and include labware or disposable 
constituents of tests; but they do not 
include laboratory machinery, auto-
mated or powered systems. General 
purpose reagents include cytological 
preservatives, decalcifying reagents, 
fixative and adhesives, tissue proc-
essing reagents, isotonic solutions and 
pH buffers. Reagents used in tests for 
more than one individual chemical sub-
stance or ligand are general purpose re-
agents (e.g., Thermus aquaticus (TAQ) 
polymerase, substrates for enzyme 
immunoassay (EIA)). 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 864.9. If 
the device is not labeled or otherwise 
represented as sterile, it is exempt 
from the current good manufacturing 
practice regulations in part 820 of this 
chapter, with the exception of § 820.180, 
with respect to general requirements 
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